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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1,12,17-19,24,27,32, 34,35, and 38-42 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Santini et al (WO 01/12157) in view of Cheikh (US 
5,660,846). 

Santini teaches and implantable (Page 5 line 19) medical device for controlled delivery 
of a medical substance having a substrate (130) with a plurality of reservoirs (180), a 
release system (medical substance), with discrete reservoir caps (120b), which are 
disintegrated by means of electrothermal ablation (via integrated resistors 140b). See 
Fig 5, described at page 39. Santini discusses the electrothermal ablation of the 
reservoirs at page 2 lines 15-20, page 10 lines 14-23, and also page 13 (list not 
exclusive). The reservoir cap may be metal (Col 12 line 15) such as copper, gold, etc. 
Santini does not disclose the delivery of parathyroid hormone, but does teach a generic 
hormone (page 9 line 4). 

Cheikh teaches the delivery of a parathyroid hormone from an implantable device (Col 
7). It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to choose the parathyroid hormone to deliver from the device of Santini in 
order to provide appropriate medical treatment to the patient. 
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As to claim 17, Santini teaches that it is known to provide hundreds or thousands of 

reservoirs (page 1 line 21). 

As to claim 18, see page 7 line 12. 

As to claim 19, see page 6 line 30, the molecules may be in a solid. 
As to claims 24 and 34 see page 14, lines 12-25 and Fig 5, Fig 9C. 
As to claim 27, see page 14 line 14. 
As to claim 35, see Fig 6D, page 41 lines 12-22. 

As to claims 38-40, see page 2 lines 15-20, page 10 lines 14-23, and also page 13 
As to claim 41 , see Col 1 2 line 1 5 and Col 6 line 1 0 

As to claim 42, see page 12 which teaches a platinum cap (line 15) and that the caps 

may be layered (line 23). It would have been obvious to one of ordinary skill in the art at 

the time the invention was made to form a platinum cap with a titanium layer as 

suggested to increase the strength of the cap before rupture. 

3. Claims 2-1 0 and 1 3-1 6 are rejected under 35 U.S.C. 1 03(a) as being 

unpatentable over Santini and Cheikh as applied above, and further in view of Rubin, et 

al., "The Potential of Parathyroid Hormone as a Therapy for Osteoporosis," Int. J. Fertil. 

47(3): 103-15 (2002) (cited by applicants; hereinafter "Rubin"). 

Santini and Cheikh teach the device and method as above, but fail to teach the details 

of the parathyroid treatment. 

Rubin suggests the use of parathyroid hormone to treat osteoporosis. Rubin discusses 
dosage, length of therapy and the use of bone resorption inhibitors as well. It would 
have been obvious to one of ordinary skill in the art to modify the system disclosed by 
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Santini and Cheikh, by including parathyroid hormone as the release system in order to 
provide therapy for those suffering from osteoporosis. 

4. Claims 20 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Santini and Cheikh, further in view of U.S. Patent No. 6,01 1 ,01 1 to Hageman. 
Santini and Cheikh disclose the claimed invention as shown above except for an 
excipient of polyethylene glycol. Hageman teaches the use of polyethylene glycol as an 
excipient with parathyroid hormone. See col. 3, line 28 through col. 4, line 12. It would 
have been obvious to one of ordinary skill in the art to modify the invention of Santini 
and Cheikh by including polyethylene glycol as an excipient in order to provide a 
sustained or prolonged release of the hormone. 

Response to Arguments 

Applicant's arguments filed 24 September 2007 have been fully considered but they 

are moot in view of the new grounds of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ELIZABETH R. MACNEILL whose telephone number is 
(571)272-9970. The examiner can normally be reached on 9:00-5:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Elizabeth R MacNeill/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



